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BRIEF SUMMARY 

UNASYN* (a Hin sodium/sulbactam sodium) IM/IV 

INDICATIONS AND USAGE 

UNASYN is indicated for the treatment of infections due to susceptible 
Strains of the designated microorganisms in the conditions listed below 
Skin and Skin Structure jons Caused by beta-lactamase producing 
Strains of aureus. Escherichia coli,* Klebsiella 
{including K. pneumomae*), Proteus muirabilis.* Bacteroides fragilis, 


Enterobacter spp..* and Acinetobacter caicoaceticus * 

caused by beta-lac ot 
Escherichia colt, Klebsiella spp. (including pneumomae*). Bacteroides 
SPP. (including B. fragilis). and Enterobacter spp * 


tntections caused by beta-lactamase ay Strains of 
Escherichia coli.* and Bacterondes spp.* (including B. fragulis* 
ciecaey for this organism in this organ system was studied in fewer than 10 
infections 
While UNASYN* (ampicillin sodium/suibactam sodium) 1s indicated only 
for the conditions listed above. infections caused by ampicillin-susceptibie 
Organisms are also amenabie to treatment with UNASYN due to its ampicillin 
Therefore. mixed infectons caused by ampicillin-susceptible 
rganisms and beta-lactamase producing organisms susceptible to 
not require the addition of another antibiotic 


use of of UNASYN tS contraindicated in individuals with a history of 
hypersensitivity reactions to any of the penicillins 


SERIOUS AND OCCASIONALLY FATAL HYPERSENSITIVITY (ANAPHYLAC- 
TIC) REACTIONS HAVE BEEN REPORTED IN PATIENTS ON PENICILLIN 
THERAPY. THESE REACTIONS ARE MORE APT TO OCCUR IN INDIVIDUALS 
WITH A HISTORY OF PENICILLIN HYPERSENSITIVITY AND/OR — 
SENSITIVITY REACTIONS TO MULTIPLE ALLERGENS THERE HAVE BEEN 
INDIVIDUALS WITH A HISTORY OF PENICILLIN HYPERSENSITIVITY WHO 
HAVE EXPERIENCED SEVERE REACTIONS WHEN TREATED WITH CEPHA- 
LOSPORINS BEFORE THERAPY WITH A PENICILLIN. CAREFUL INQUIRY 
SHOULD BE MADE CONCERNING PREVIOUS HYPERSENSITIVITY REAC- 
TIONS TO PENICILLINS. CEPHALOSPORINS. AND OTHER ALLERGENS. IF 
AN ALLERGIC REACTION OCCURS a SHOULD BE DISCONTINUED 
= THE APPROPRIATE THERAPY INSTITU 

SERIOUS ANAPHYLACTOID REACTIONS CREQUIRE IMMEDIATE EMER- 
GENCY TREATMENT WITH EPINEPHRINE OXYGEN. INTRAVENOUS 
STEROIDS. AND AIRWAY MANAGEMENT. INCLUDING INTUBATION. 
aoe ALSO BE ADMINISTERED AS INDICATED 


CAUTI 
General: A high percentage of patients with mononucleosis who receive 
ampicillin develop a skin rash. Thus. ampicillin class antibiotics should not 
be administered to patients with mononucleosis. in patients treated with 
UNASYN the possibility of superinfections with mycotic or bacterial patho- 
ms should be kept in mind during therapy. If superinfections occur 
usually invoiving Pseudomonas or Candida). the drug shouid be discon- 

tinued and/or appropriate therapy instituted 

interactions: Probenecid decreases the renal tubular secretion of 
ampicillin and sulbactam. Concurrent use of probenecid with UNASYN may 
result in increased and prolonged Diood levels of ampicillin and sulbactam. 
The concurrent administration of allopurinol and ampicillin increases sub- 
Stantially the incidence of rashes in patients receiving both drugs as 
compares to patients receiving ampicillin alone. Itis not known whether this 
potentiation of ampicillin rashes 1s due to allopurinol or the hyperuricemia 
present in these patients. There are no data with UNASYN and allopurinol 
administered concurrently. UNASYN and aminoglycosides should not be 
reconstituted together due to the in vitro inactivation of aminoglycosides by 
the ampicillin ware! of UNASY 

Li : Administration of UNASYN will result 
in high urine concentrations of ampicillin. High urine concentrations of 
ampicillin may result in false positive reactions when testing for the 
= of glucose in urine using Clinitest™. Benedict's Solution or 

ing’s Solution. It is recommended that glucose tests based on en- 
zymatic glucose oxidase reactions (such as Clinistix™ = oben ol ) be 
used. Following administration of ampicillin to pregna 
decrease in plasma concentration of total es- 
trioigiucuronide, conjugated estrone. and estradiol has been noted. This 

may also occur with UNASYN 


ves in animals have not 
potential 
judies have been performed in mice. 


Pregnancy Category B: 
fats. and to ton (10h Oa and have 
revealed no evidence of impaired fertility or harm to the fetus due to 
UNASYN There are. however, no adequate and well controlled studies in 
pregnant women. Because animal reproduction studies are not always 
Predictive of human r nse. this drug should be used during pregnancy 
only if clearly needed. (See—Drug/Laboratory Test interactions.) 
Labor and ; Studies in guinea pigs have shown that intravenous 
administration of ampicillin decreased the uterine tone. freq: ot 
contractions. height of contractions. and duration of contractions 
ever. itis not known whether the use of UNASYN in humans during labor oF 
or delayed onthe fetus 
duration of labor. or increases the likelihood that forceps pn or other 
obstetrical intervention or resuscitation of the newborn will be necessary 
; Low concentrations of ampicillin and sulbactam are 
excreted in the milk, therefore, caution should be exercised when UNASYN 
is a nursing woman 


. Impairment of Fertility: Long-term stud- 
i to evaluate genic or muta- 


Pediatric he efficacy 
in intants and children under the age ‘of 12. 
ADVERSE REACTIONS 


UNASYN is generally well tolerated. The following adverse reactions have 
been reporte: 


Reactions 
Pain at 1M injection site—16% Pain at IV injection site—3% 
Thrombophiebitis— 3% 
Reactions 

The most frequently reported adverse reactions were diarrhea in 3% of the 
Patients and rash in less than 2% of the patients 
Additional systemic reactions reported in less than 1% of the hese were 
pony: nausea, vomiting. candidiasis. fatigue. malaise. headache. chest 

jatulence. abdominal distension. glossitis. urine retention. dysuria. 
edema. facial swelling. erythema, chills. tightness in throat, substernal 
pain. epistaxis and mucosal bleeding 


es 
Adverse laboratory changes og regard to drug relationship that were 
reported during clinical trials wer 
-_ increased AST (SGOT ALT (SGPT). alkaline phosphatase. and 


Hematologic: Decreased hemoglobin. hematocrit. RBC, WBC. neu- 
trophils. lymphocytes. platelets and increased lymphocytes. mono- 
cytes. basophils. eosinophils. and platelets 
Biood Chemistry: Decreased serum albumin and total proteins 
Renal: increased BUN and creatinine 
Urinalysis: Presence of RBC’s and hyaline casts in urine 
The following adverse reactions have been reported with ampicillin-class 
antibiotics and can also occur with UNASYN 
intestinal: Gastritis, stomatitis. Diack “hairy” tongue. enterocolitis 
and pseudomemoranous colitis 
Hypersensiti : Urticaria, erythema multiforme. and an occa- 
sional case of exfoliative dermatitis have been reported. These reactions 
may be controlled with antihistamines and. if necessary. systemic cortico- 
Steroids. Whenever such reactions occur. the drug should be discontinued. 
unless the opinion of the physician dictates otherwise. Serious and occa- 
sional fatal hypersensitivity (anaphylactic) reactions can occur with a 
ucillin (see WARNINGS) 
ic: In addition to the hanges listed above for 
UNASYN. agranulocytosis has been reported during t therapy with pen- 
icillins. All of these eer are usually reversible on discontinuation of 
therapy and are believed to be hypersensitivity phenomena. 


© 1988, Pfizer inc 


n d ex continued 


Langmuir VK 
primary osteogenic sarcoma of the 
breast 33(4):69, 1988 0a 

LaRaja RD 
lymphangioma of the jejunum: an 
unusual cause of intestinal ob- 
struction in infancy 33(4):96, 1988 
oare 

Latchaw LA 
appendectomy for chronic right 
lower quadrant pain in children 
33(5):52, 1988 0a 

Leape LL 
appendectomy for chronic right 
lower quadrant pain in children 
33(5):52, 1988 0a 

Lee BY 
modified human umbilical vein 
graft: aneurysm formation nine 
years following implantation 
33(2):38, 1988 oa 
optimum heparinization during 
vascular reconstructive surgery 
33(5):37, 1988 0a 

Lester EP 
immunoblastic lymphoma in a 
liver allograft recipient 33(4):61, 
1988 oa 


Levy AM 
immunoblastic lymphoma in a 
liver allograft recipient 33(4):61, 
1988 oa 
Lichtenstein IL 
pain after hernia surgery: how to 
prevent it; how to treat it 
33(5):18, 1988 0a 
Lim RY 
pectoralis major myocutaneous 
flap in head and neck surgery 
33(3):29, 1988 oa 
Lindberg EF 
contained rupture of an ascending 
aortic aneurysm with cystic medi- 
al necrosis two years after blunt 
chest trauma 33(6):20, 1988 oa 
Loughlin KR 
technique of ilioinguinal node dis- 
sected for penile and urethral 
cancer 33(2):33, 1988 oa 
MacMillan RW 
spigelian hernia 33(4):89, 1988 
oare 
Madden JL 
optimum heparinization during 
vascular reconstructive surgery 
33(5):37, 1988 oa 
Maki HS 
anticoagulant-induced small bowel 
hematoma 33(5):56, 1988 oa 
Marini CP 
respiratory obstruction in a 


76 CONTEMPORARY SURGERY / Vol. 33, December 1988 


hemophiliac patient 33(8):44, 1988 
oa 


Matsumoto T 
laser arterial recanalization in 
reconstructive surgery 33(8):11, 
1988 oa 

McCarthy WJ 
contained rupture of a thoracoab- 
dominal aneurysm 33(2):47, 1988 
0a 


McDermott W 
Budd-Chiari syndrome: historic 
perspectives and clinical ap- 
proaches 33(3):22, 1988 oa 
MeNally D 
chest wall hernia 33(1):69, 1988 
oare 
Miller B 
multiple epiphrenic diverticula oc- 
curring in a single patient 
33(1):13, 1988 oa 
Moccio CG 
granular cell myoblastoma of the 
esophagus 33(1):58, 1988 oa 
Montilor MM 
pain after hernia surgery: how to 
prevent it; how to treat it 
33(5):18, 1988 oa 
Muskett AD 
aneurysm of the diverticulum of 


continued on page 78 


I n d ex continued 


the ductus arteriosus in the adult 
33(38):69, 1988 oarc 

Nagorney DM 
pancreatic serous cystadenoma 
33(8):75, 1988 oarc 


Narayanan CN 
small bowel obstruction with per- 
foration secondary to Fitz- 
Hugh/Curtis syndrome 33(3):62, 
1988 oa 

Naseem A 
biliary cystadenocarcinoma: case 
report and review of the litera- 
ture 33(1):47, 1988 oa 

Nesbitt JA 
multiple epiphrenic diverticula oc- 
curring in a single patient 
33(1):13, 1988 oa 

Norfleet RG 
anticoagulant-induced small bowel 
hematoma 33(5):56, 1988 oa 


Nosher JL 
duodenal duplication in young 
adults 33(2):57, 1988 oare 

Okada F 
mycotic aortic aneurysm: a CT di- 
agnosis 33(5):11, 1988 oa 

Orlov M 
primary osteogenic sarcoma of the 
breast 33(4):69, 1988 oa 

Ostrander LE 
optimum heparinization during 
vascular reconstructive surgery 
33(5):37, 1988 oa 


Ozcan M 
complete rhombic excision of pi- 
lonidal sinus with primary closure 
by the use of fasciocutaneous Lim- 
berg flap 33(4):54, 1988 oa 

Ozuner G 
diffuse metastatic basal cell carci- 
noma 33(5):25, 1988 oa 

Pagnozzi J 
cholelithiasis in sickle cell anemia 
33(6):35, 1988 oare 

Palepu S 
parathyroid cysts 33(2):69, 1988 
oare 

Patel V 
granular cell myoblastoma: a case 
report and review of the litera- 
ture 33(2): 79, 1988 oare 


Peters TG 
immunoblastic lymphoma in a 
liver allograft recipient 33(4):61, 
1988 oa 


Piccione W 
double aneurysm of the left ven- 
tricle: case report — historic per- 
spective 33(4):21, 1988 0a 


78 CONTEMPORARY SURGERY / Vol 


Pigott JP 
meningiomas as imitators of 
cerebrovascular ischemia 33(1):77, 
1988 oarc 

Pool LR 
choledochoduodenal fistula 
through a cystic duct remnant as 
a cause of pneumobilia 33(1):39, 
1988 oa 

Prinz RA 
adrenal cysts 33(4):77, 1988 oarc 

Ramanujam PS 
Y-V anoplasty for severe anal ste- 
nosis 33(1):62, 1988 oa 

Rambotti P 
splenectomy for severe pancytope- 
nia in two patients with acquired 
immunodeficiency syndrome 
(AIDS) 33(4):27, 1988 oa 

Ravikumar TS 
respiratory obstruction in a 
hemophiliac patient 33(3):44, 1988 
0a 

Read RC 
preperitoneal herniorrhaphy 
33(4):12, 1988 oa 

Rescorla FJ 
duodenal atresia in infancy and 
childhood: improved survival and 
long-term follow-up 33(2):22, 1988 
0a 

Roberts JW 
fibrolamellar carcinoma of the 
liver presenting with hemobilia 
33(1):29, 1988 oa 

Rose DM 
respiratory obstruction in a 
hemophiliac patient 33(3):44, 1988 
0a 

Rosen CB 
pancreatic serous cystadenoma 
33(3):75, 1988 oarc 

Roth J 
congenital splenic cysts 33(5):71, 
1988 oare 

Sandhaus LM 
duodenal duplication in young 
adults 33(2):57, 1988 oare 

Sanfilippo JA 
lymphangioma of the jejunum: an 
unusual cause of intestinal ob- 
struction in infancy 33(4):96, 1988 
oarc 

Santulli TV 
congenital splenic cysts 33(5):71 , 
1988 


Sardo MJ 
dermatofibrosarcoma protuberans: 
a clinicopathologic review and 
four case reports 33(5):79, 1988 
oare 


Scagliotti C 
ocular pneumoplethysmography in 
the diagnosis of blunt carotid inju- 
ry 33(4):85, 1988 oarc 


. 33, December 1988 


Schwartz H 
splenectomy for severe pancytope- 
nia in two patients with acquired 
immunodeficiency syndrome 
(AIDS) 33(4):27, 1988 oa 

Sholten DJ 
choledochoduodenal fistula 
through a cystic duct remnant as 
a cause of pneumobilia 33(1):39, 
1988 oa 

Shulman AG 
pain after hernia surgery: how to 
prevent it; how to treat it 
33(5):18, 1988 oa 

Silva JM 
small bowel obstruction with per- 
foration secondary to Fitz- 
Hugh/Curtis syndrome 33(3):62, 
1988 oa 

Siverhus SW 
carpal tunnel syndrome 33(5):87, 
1988 oare 

Slim M 
lymphangioma of the jejunum: an 
unusual cause of intestinal ob- 
struction in infancy 33(4):96, 1988 
oare 

Smith DH 
endoscopic tattooing prior to colon 
resection 33(2):73, 1988 oarc 

Spencer JAE 
biliary cystadenocarcinoma: case 
report and review of the litera- 
ture 33(1):47, 1988 0a 

St. Cyr JA 
contained rupture of arr ascending 
aortic aneurysm with cystic medi- 
al necrosis two years after blunt 
chest trauma 33(6):20, 1988 oa 


Steinfeld R 
splenectomy for severe pancytope- 
nia in two patients with acquired 
immunodificiency syndrome 
(AIDS) 33(4):27, 1988 oa 
Stylianos S 
congenital splenic cysts 33(5):71, 
1988 oarc 
Thompson JS 
current status of surgical therapy 
for the short bowel syndrome 
33(6):27, 1988 oa 
Tortum O 
complete rhombic excision of pi- 
lonidal sinus with primary closure 
by the use of fasciocutaneous Lim- 
berg flap 33(4):54, 1988 oa 
Toyama WM 
anticoagulant-induced small bowel 
hematoma 33(5):56, 1988 oa 
Tsang D 
mycotic aortic aneurysm: a CT di- 
agnosis 33(5):11, 1988 oa 
Unni KK 
pancreatic serous cystademona 
33(8):75, 1988 oarc 


continued on page 80 


ay 


Reterences: 
1. Data available on request from Roeng. 2. Aldridge KE. Sanders CV. 
Maner RL: Variation in the potentiation of B-lactam antibiotic activity by 
Clavulanic acid and sulbactam antibiotic-resistant bacteria 
J Antimicrob Chemother 1986.17 463-469 3. Crombiehoime WR. Ohm- 
Smith M. Robbie MO. et a! iapistate sulbactam versus metronidazole- 
mucin in the treatment of soft tissue pelvic infections. Am J Obstet 
ynecol 1987 :156(Feb):507-512. 4. CucharalG. SnydmanD. Jacobus N. et 
al: Comparison of new antimicrobial agents against the Bacteroides aug 
powe Abstract. presented at the Annual Meeting of the American Society of 
icrobiology. Miami Beach. Fila; May 1988. 5. D'Amato RF. Hochstein L. 
Pavia M: /n vitro susceptibilities of aerobic and anaerobic clinical isolates to 
ampicillin/sulbactam. Presented as a Scientific Exhibit at the 87th Annual 
Meeting of the American Society of Microbiology. Atlanta. March 1987. 
6. Finegold SM: Anaerobic bacteria: Their role in infection and their man- 
agement. Postgrad Med 1987 .81(8):141-147 7. Jenkins SG: Susceptibility 
patterns of Bacteroides group isolates to ampicillin/sulbactam and 
other selected antibiotics. Presented at a symposium entitied Ampicillin/ 
Suibactam: New Strategy for the Treatment of Infectious Disease 
Montreux, Switzerland. July 16-17. 1987. pp 19-20. 8. Tally FP. Jacobus NV: 
a of sulbactam against recent isolates of aerobic and anaerobic bacteria. 
abstract 36. Presented at the 23rd International Congress of Antimicrobial 
and Chemotherapy. 26. 1983 (abs). 9. Wasilauskas 
B: Susceptibility of to ai tam and 6 other anti- 
mucrobial agents. abstract Presented: at the Annual Meeting of the American 
Society for Microbiology, Miami Beach. Fia: May 8-13. 1988. 10. Wexier 
HM. Harris 8. Carter WT. et al: in vitro efficacy of _——- combined with 
— wae anaerobic bacteria. Antimicrob Agents Chemother 
1985:27 878. 11. Ampicillin/sulbactam (Unasyn). MedLettDrugs Ther 
1987: 28):79-81. 12. Hemsell DL. Wendel GD, Hemseli PG 
Combating beta-lactamase enzyme—principal defense mechanism of 
Many pelvic infection pathogens. Presented as a scientific exhibit at the 
Thirty-Sixth Annual Clinical Meeting of the American College of — 
ncians and Gynecologists. Boston. May 2-4, 1988. 13. Senft H-H. Stigi- 
er R. Eibach HW, et al: Sulbactam/ampicillin versus cefoxitin in 
treatment of obstetric and gynaecological infections. Drugs 1986;31(supp! 
2):18-21. 14. Newton ER. Gibbs RS: Treatment of postpartum endometritis: 
A comparison of ampicillin/ ‘sulbactam vs. gentamicin plus ¢ 


Enterobacter spp..* and Acinetobacter calcoaceticus.* 
intra- sed by beta-lactamase producing strains of 
Escherichia coli. Klebsiella spp. (including K. pneumoniae*). Bacteroides 
spp. 8. fragilis). and Enterobacter spp.* 

8 Caused by beta-lactamase = strains of 
Escherichia coli,* and Bacteroides spp.* (including 8. f 
for this organism in this organ system was in 10 


wna UNASYN" (ampicillin sodium/sulbactam sodium) is indicated only 

for the conditions I listed above, infections caused by ampicillin-susceptibie 

with UNASYN due to its ampicillin 

content ey mixed infections caused by ampicillin-susceptible 

organisms and beta-lactamase producing organisms susceptible to 
UNASYN should not require the addition of another antibiotic 


The use of UNASYN is contrainJicated in individuals with a history of 
rsensitivity reactions to any of the penicillins 


SERIOUS AND OCCASIONALLY FATAL EY (ANAPHYLAC- 
TIC) REACTIONS HAVE BEEN REPORTED IN PATIENTS ON PENICILLIN 
THERAPY. THESE REACTIONS ARE MORE APT TO OCCUR 
WITH A HISTORY OF PENICILLIN HYPERSENSITIVITY AND/OR 
SENSITIVITY REACTIONS TO MULTIPLE ALLERGENS. THERE HAVE BEEN 
HAVE EXPERIENCED SEVERE REACTIONS WHEN TREATED WITH CEPH. 
INS. BEFORE THERAPY WITH A PENICILLIN CAREFUL INQU! 
SHOULD BE MADE CONCERNING PREVIOUS HYPERSENSITIVITY REAC- 
TIONS TO PENICILLINS, CEPHALOSPORINS, AND OTHER ALLERGENS. IF 
AN ALLERGIC REACTION OCCURS. han SHOULD BE DISCONTINUED 
AND THE APPROPRIATE THERAPY INSTITUTED 
SERIOUS ANAPHYLACTOID REACTIONS REQUIRE 
GENCY TREATMENT WITH EPINEPHRINE. OXYGEN. ENOUS 
STEROIDS, AND AIRWAY MANAGEMENT, INCLUDING INTUBATION: 
SHOULD ALSO BE ADMINISTERED AS INDICATED 
PRECAUTIONS 


General: A high percentage of patients with mononucleosis who receive 
ampicillin develop a skin rash. Thus. ampicillin class antibiotics should not 


Presented as a scientific exhibit at the Thirty-Sixth Annual Clinical Meeting 
of the American College of Obstetricians and Gynecolopists Boston. May 
2-4. 1988. 1§. Gunning J: Acomp ofp 

versus —— in the treatment of pelvic inflammatory 
disease. Drugs 1986:31(suppl 2):14-17. 16. Stromberg BV. Reines HD. Hunt 
P: Comparative clinical study of sulbactam and ampicillin and clinda' = 
and cin in infections of soft tissues 1986;16; 
575-578. 17. Kager L. Maimborg AS. Nord C 


to patients with mononucleosis. In patients treated with 
UNASYN the possibility of superinfections with mycotic or bacterial patho- 
S should be kept in mind during therapy. If superinfections occur 
Con involving Pseudomonas or Candida), the drug should be discon- 
tinued and/or instituted 
Drug Interactions: ecid decreases the renal tubular secretion of 
ampicillin and sobectom Concervent use of probenecid with UNASYN may 
= in increased and prolonged biood levels of ampicillin and sulbactam. 


controlled tral of ampicillin plus sulbactam vs plus clin- 
damycinin infections: A preliminary report. 
Rev Infect Dis 1986:8(supp! 5):S583-S588. 18. Bruhat MA, Pouly JL. Le 
Boedec G. et al: Treatment of acute salpingitis with sulbactam/ampicillin: 
Comparison with cefoxitin. Drugs 1986;31(supp! 2):7-10. 19. Faro S: Expe- 
rience with ampicillin/sulbactam for OB/GY a 
Symposium entitied B-Lactamase Inhibitors: Progress wi picilint 
Sulbactam. Atlanta. december 1987 p14 (abs). 


INDICATIONS tno USAGE 
UNASYN Is indicated cy the treatment of infections due to susceptible 
Strains of the designated microorganisms in the conditions listed below. 
Skin and Skin Structure infections caused by beta-lactamase producing 
Strains of Staphylococcus aureus, Escherichia coli,* Klebsiella spp.* 
(including K. pneumoniae*). Proteus mirabilis.* Bacteroides fragilis.* 


endi: 


purinol and ampicillin increases sub- 
stantially the incidence of rashes in patients receiving both drugs as 
compared to patients receiving ampicillin alone. Itis not known whether this 
potentiation of ampicillin rashes is due to or the hy 
Present in these patients. There are no data with UNASYN and. allopurinol 
administered concurrently. UNASYN and aminoglycosides should not be 
reconstituted together due to the in vitro inactivation of aminoglycosides by 
the ampicillin foot ta of UNASY 
Interactions: Administration of UNASYN will result 
in high urine oicnauions of ampicillin. High urine concentrations of 
ampicillin may result in false positive reactions when testing for the 
on nce of glucose in urine using Clinitest™. Benedict's Solution or 
ling’s Solution. It is recommended that glucose tests based on en- 
zymatic glucose oxidase reactions (such as Clinistix™ or Testape™) be 
used. Following administration of ampicillin to pregnant women, atransient 
decrease in plasma concentration of total conjugated estriol. es- 
trioigiucuronide, conjugated tg and estradiol has been noted. This 
effect may also occur with UNASYN 


of Fertility: Long-term stud stud- 


Carcinogenesis, Impairment 
Jes in animals have not performed to evaluate carcinogenic or muta 


= potential 
Pregnancy Category B: Reproduction studies have been performed in mice, 
fats, and rabbits at doses up to ten (10) times the human dose and have 
revealed no evidence of impaired fertility or harm to the fetus due to 
UNASYN. There are, however, no adequate and well controlied studies in 
ees women. Because animal reproduction studies are not always 

ictive of human response. this drug should be used during pregnancy 
only if clearly needed — Drug/Laboratory Test interactions. ) 

and Delivery: Studies in guinea pigs have shown that oe 

administration of ampicillin decreased the uterine tone, one ot 
contractions, height of contractions, and duration of contractions. How- 
ever, it is not known whether the use of UNASYN in humans awe labor or 
delivery has immediate or delayed adverse effects on the fetus, prolongs the 
duration of labor, or increases the likelihood that forceps delivery or other 
obstetrical intervention or resuscitation of the newborn will be necessary. 
Nursi : Low concentrations of ampicillin and sulbactam are 
excreted in the milk; therefore, caution should be exercised when UNASYN 
is to a nursing woman 


in infants and children under the age ‘of 12. 
ADVERSE REAC 
UNASYN is generally well tolerated. The following adverse reactions have 
been reported 
Local Adverse Reactions 

Pain at IM injection site—16% 

Thrombophiebitis—3% 

rse Reacti 
The most frequently reported adverse reactions were diarrhea in 3% of the 
Patients and rash in less than 2% of the patients. 
Additional systemic reactions reported in less than 1% of the patients were: 
itching. nausea, vomiting, candidiasis. fatigue. malaise, headache, chest 
pain. latulence. abdominal distension, glossitis. urine retention. dysuria. 
edema. facial swelling. erythema, chills. tightness in throat, substernal 
pain, epistaxis and mucosal — ing 
rse Laboratory C! 

Adverse laboratory bomen op without regard to drug relationship that were 
reported during clinical trials were 

a Increased AST (SGOT). ‘ALT (SGPT). alkaline phosphatase, and 


er Decreased hemoglobin. hematocrit, RBC, WBC, neu- 
trophils. lymphocytes. platelets and — lymphocytes. mono- 
cytes, basophils. eosinophils, and plate! 
Blood Chemistry: Decreased serum posal and total proteins. 
Renal: increased BUN and creatinine. 
Urinalysis: Presence of RBC’s and hyaline casts in urine. 
The following adverse reactions have been reported with ampicillin-class 
antibiotics and can also occur with UNASYN 
intestinal: Gastritis, stomatitis. black “hairy” tongue, enterocolitis 
and pseudomemoranous Colitis 
Hypersensitivity Reactions: Urticaria, erythema multiforme, and an occa- 
sional case of exfoliative dermatitis have been reported. These reactions 
may be controlled with antihistamines and. if necessary, systemic cortico- 
steroids. Whenever such reactions occur. the drug should be discontinued, 
unless the +“ of the physician dictates otherwise. Serious and occa- 
sional fatal phy reactions can occur with a 
(see WARNINGS). 
atologic: in addition to the ad listed above for 
UNASYN, agranulocytosis has been reported during? therapy with pen- 
icillins. All of these reactions are usually reversible on discontinuation of 
therapy and are believed to be hypersensitivity phenomena. 


A division of Pfizer Pharmaceuticals 
‘New York. New York 10017 


Pain at IV injection site—3% 


© 1988, Pfizer inc 


I n d ex continued 


Vandenberg M 
ocular pneumoplethysmography in 
the diagnosis of blunt carotid inju- 
ry 33(4):85, 1988 oare 


VanTassel RA 
contained rupture of an ascending 
aortic aneurysm with cystic medi- 
al necrosis two years after blunt 
chest trauma 33(6):20, 1988 0a 

Vartany A 
lymphangioma of the jejunum: an 
unusual cause of intestinal ob- 
struction in infancy 33(4):96, 1988 
oa 

Veith FJ 
indications for and technique of 


hiatal hernia repair 33(2):83, 1988 s 


Venkatesh KS 
Y-V anoplasty for severe anal ste- 
nosis 33(1):62, 1988 oa 
Wantz GE 
shouldice repair 33(2):15, 1988 oa 
Welling RE 
carpal tunnel syndrome 33(5):87, 
1988 oare 
Whelan CS 
electrocoagulation: its value in 


treating skin, intraoral, and rectal 
cancers 33(8):35, 1988 oa 


Williams BA 
granular cell myoblastoma of the 
esophagus 33(1):58, 1988 oa 
Worth MH 
diffuse metastatic basal cell carci- 
noma 33(5):25, 1988 oa 
Wright PT 
spigelian hernia 33(4):89, 1988 
oare 
Wright RC 
fibrolamellar carcinoma of the 
liver presenting with hemobilia 
33(1):29, 1988 oa 
Yandow H 
biliary cystadenocarcinoma: case 
report and review of the litera- 
ture 33(1):47, 1988 oa 
Yang Y 
laser arterial recanalization in 
reconstructive surgery 33(3):11, 
1988 oa 
Yao JST 
contained rupture of a thoracoab- 
dominal aneurysm 33(2):47, 1988 
oa 
Yeh TM 
endoscopic tattooing prior to colon 
resection 33(2):73, 1988 oarc 
Zingaro EA 
partial hand amputation following 
radial artery cannulation 33(4):94, 
1988 oare 


80 CONTEMPORARY SURGERY / Vol. 33, December 1988 


EXTRA COPIES 
AVAILABLE 


of 


Nutritional therapy for 
the malnourished ARC 
or AIDS patient 
(supplement) 


1-12 copies - $3.00 each 
(including shipping 
and handling) 
Above 12 - contact Editor 
for quote 


Send check or money order 
made out to 
CONTEMPORARY SURGERY 
to 
EDITOR 
CONTEMPORARY SURGERY 


2512 Artesia Boulevard 
Redondo Beach, CA 90278 
(213) 376-8788 


CON 
: 

Ne 


